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DETAILED ACTION 



1. This application is a 371 of PCI/ US97/18607. For applications filed under 371, PCX rules 
for lack of unity apply. 

^ This application co„«ins the following inventions or groups of inventions which are not so 
«e. as to fo.™ a sn,g.e »e„.ive concept under PCT Rule , 3 . 1, and restriction to one of the groups 

is required. 

,. Claims 1-22. drawn to variants of KGF-2, polynucleotides encoding said variants, 
vectors comprising said polynucleotides, host cells transfected with said vectors and 
a method of producing said variants, 
n. Claims 23-24. drawn to a method of stimulating the production of epithelial cells. 

comprising contacting such cells with an efiective amount of a variant of KGF-I . 
The inventions listed as Groups I-E do not meet the requirements for Unity of Invenrions for 
the Mowing reasons: Tire invention of Group . is separate and distinct from .he invention of Group 
n because the mvention of Group . may be used in other methods other than that of Group ... such 
as the variants of Group . can he used as antigens in production of antibodies or can be used 

diagnostically or therapeutically. 

Claims 1-2 and 4 of the instant application recite various species of variants of KGF-2 that 
do not relate to a single general inventive conc^t under PCT Rule 13 .1 because, under PCT Rule 
,3,2. the variams lade the same or conesponding special technical featirres for the following reasons: 
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The special tecWcal feamres which define them by chemical and physical characteristics, i.e 
stntoure/function, as weU as biological fcnctions are different and these special technical features are 

not shared by each variant. Therefore, Applicants must elect: 

r7K.< 1 vr~v -7 vNdn Kr,F-2 VN39 KGF-2,VN38 KGF-2, VN37 

1) One of the following variants; VN41 KGF-2, VN40 KUf z, viNj:- ^ 

KGF-2, VN36 KGF-2 or VN35 KGF-2 (recited in claims 1 and 2), or 

2) One of the following variants: a variant comprising R, [Asn'- to Pro»], wherein R, is set forth 
in SEQ ID Nos:9-39, Applicant must elect one SEQ ID NO: to represent R, (recited in claim 1), or 

3) A variam wherein at least one amino acid residue witto Asn'« to Met"' of SEQ ID N0:2 is 

deleted, or 

4) A variant comprising at least one non-native amino acid residue within Asn'" to Me,™ of SEQ 

ID N0:2 (recited in claim 1), or 

5) A variant wherein a, least one an^no acid residue within amino acids 85-198 of SEQ ID N0:2 is 
substituted (recited in claim 1), or 

6) A variant wherein at least one neutral or positively charged amino acid residue within amino acids 
85-198 of SEQ ID N0:2 being deleted, (recited in claim 1), or 

7) A variant wherein at least one neutral or positively charged amino acid residue within amino acids 
85-198 of SEQ ID N0:2 being substituted with a neutral residue or negatively charged residue, 
(recited in claim 1), or 

8) A variant comprising the substitution of at least one amino acid residue having a higher loop 
forming potential for an annno acid having a lower loop fonning potential within a putative loop- 
forming region of amino acid residues 160-164 of SEQ. ID N0:2, (recited in claim 1), or 
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9,A«iaMwhe^a.,eas.o„enan.r^y-ocouni„goys.ei„ea.po*o„37, ,06or.50 ofSEQ.ID 
NO 2 is deleted, (recited in claim 1), or 

10) A var^ant comprising at least one naturally-occurring cysteine at position 37, 106 or 150 of SEQ. 
ID N0:2 being substituted with a non-native amino acid residue, (recited in claim 1), or 

• • u aa;;^,. nf at least one non-native amino acid to generate an N-linked 

1 1) A variant comprismg the addition of at least one non ndi 

or an 0-linked glycosylation site, (recited in claim 1), or 

1 2) A variant comprising the substitution of at least one non-native amino acid to generate an N- 
linked or an 0-linked glycosylation site, (recited in claim 1), or 

13) A variant comprising a C-terminal addition of at least one domain of the constant region of a 

heavy chain of a human immunoglobulin, (recited in claim 1), or 

. • M..Thr«« Glv"^ Arg'^^ or Asn''« of SEQ ID N0:2 is substituted with 

14) A variant wherein residues Thr , Oly , ^rg 

a non-native amino acid, (recited in claim 4). 

AppUoam is re,u.=4 in reply .0 U.s action to eiec. a single variant to which the Cairns shaU 
be restricted. The reply must also identify the claims readable on the elected variant, including any 
claims subsequently added. An argumen. that a claim is allowable or that all claims are generic is 
considered non-responsive unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of claims 

applicant must indicate which are readable upon the elected species. MPEP § 809.02(a). 
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3. Applicant is advised that the response to this requirement to be complete must include an 
election of the invention to be examined even though the requirement be traversed (37 CFR 1 143). 

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amendedmcompUancev^th37C.F.R. § 1.48(b) if one or more of the currently 
named inventors is no longer an inventor of at least one claim remaining in the application. Any 
amendment of inventorship must be accompanied by a diligently-filed petition under 37 C.F.R. § 
1.48(b) and by the fee required under 37 C.F.R. § 1.17(h). 

Having shown that these inventions are distinct for the reasons given above and have acquired 
a separate status in the art by their recognized divergent subject matter as defined by MPEP § 1850. 
Therefore, an initial lack of unity for examination purposes as indicated is proper. 
4. This application contains sequence disclosures that are encompassed by the definitions for 
nucleotide and/or amino acid sequences set forth in 37 CFR 1.821(a)(1) and (a)(2). However, this 
application fails to comply with the requirements of 37 CFR 1.821 through 1.825 for the reason(s) 
set forth on the attached Notice To Comply With Requirements For Patent Applications Containing 
Nucleotide Sequence And/Or Amino Acid Sequence Disclosures. 

Direct the reply to the undersigned. Applicant is requested to return a copy of the attached 

Notice to Comply with the reply. 

A^vt^Toncermng .his communioation or earlier corrmunications from the exanJner 
should SeZ FoS Hamud whose telephone number is (703) 308-8896. The examiner can 
n' rally be reached on Monday-Friday from 8 00AM ,o ^ 3«™JPf ~j^„,,^ 

If attempts to reach the examiner by telephone are unsuccessful, the examiner s supervisor, 

Gary Kunz, can be reached on (703) 308-4623. 
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Official papers filed by fax should be directed .0 (703) 308-4227. Faxed draft or informal 

directed to the Group receptionist whose telephone number .s (703) 308-0196. 

Fozia Hamud 
Patent Examiner 

Art Unit 1646 Ph^Im^ KuU'' 

June 1,2000 PREMAMERTZ ^ 

PRIMARY EXAMINER 



